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§ 872.6200 Base plate shellac.

(a) Identification. Base plant shellac is
a device composed of shellac intended
to rebuild the occlusal rim of full or
partial dentures.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is not la-
beled or otherwise represented as ster-
ile, it is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exceptions of § 820.180, with respect
to general requirements concerning
records, and § 820.198, with respect to
complaint files.

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13830, Apr. 5, 1989]

§ 872.6250 Dental chair and acces-
sories.

(a) Identification. A dental chair and
accessories is a device, usually AC-
powered, in which a patient sits. The
device is intended to properly position
a patient to perform dental procedures.
A dental operative unit may be at-
tached.

(b) Classification. Class I. The dental
chair without the operative unit device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[55 FR 48439, Nov. 20, 1990, as amended at 59
FR 63009, Dec. 7, 1994]

§ 872.6290 Prophylaxis cup.

(a) Identification. A prophylaxis cup is
a device made of rubber intended to be
held by a dental handpiece and used to
apply polishing agents during prophy-
laxis (cleaning). The dental handpiece
spins the rubber cup holding the
polishing agent and the user applies it
to the teeth to remove debris.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is not la-
beled or otherwise respresented as ster-
ile, it is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exceptions of § 820.180, with respect
to general requirements concerning

records, and § 820.198, with respect to
complaint files.

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13831, Apr. 5, 1989]

§ 872.6300 Rubber dam and acces-
sories.

(a) Identification. A rubber dam and
accessories is a device composed of a
thin sheet of latex with a hole in the
center intended to isolate a tooth from
fluids in the mouth during dental pro-
cedures, such as filling a cavity prepa-
ration. The device is stretched around
a tooth by inserting a tooth through a
hole in the center. The device includes
the rubber dam, rubber dam clamp,
rubber dam frame, and forceps for a
rubber dam clamp. This classification
does not include devices intended for
use in preventing transmission of sexu-
ally transmitted diseases through oral
sex; those devices are classified as
condoms in § 884.5300 of this chapter.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to § 872.9. If the device is not la-
beled or otherwise represented as ster-
ile, it is exempt from the current good
manufacturing practice regulations in
part 820 of this chapter, with the excep-
tion of § 820.180 of this chapter, with re-
spect to general requirements con-
cerning records, and § 820.198 of this
chapter, with respect to complaint
files.

[65 FR 2315, Jan. 14, 2000]

§ 872.6350 Ultraviolet detector.

(a) Identification. An ultraviolet de-
tector is a device intended to provide a
source of ultraviolet light which is
used to identify otherwise invisible
material, such as dental plaque,
present in or on teeth.

(b) Classification. Class II.

§ 872.6390 Dental floss.

(a) Identification. Dental floss is a
string-like device made of cotton or
other fibers intended to remove plaque
and food particles from between the
teeth to reduce tooth decay. The fibers
of the device may be coated with wax
for easier use.
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(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to § 872.9.

[52 FR 30097, Aug. 12, 1987, as amended at 61
FR 1121, Jan. 16, 1996; 65 FR 2315, Jan. 14,
2000]

§ 872.6475 Heat source for bleaching
teeth.

(a) Identification. A heat source for
bleaching teeth is an AC-powered de-
vice that consists of a light or an elec-
tric heater intended to apply heat to a
tooth after it is treated with a bleach-
ing agent.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[55 FR 48439, Nov. 20, 1990, as amended at 59
FR 63009, Dec. 7, 1994]

§ 872.6510 Oral irrigation unit.
(a) Identification. An oral irrigation

unit is an AC-powered device intended
to provide a pressurized stream of
water to remove food particles from be-
tween the teeth and promote good peri-
odontal (gum) condition.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[55 FR 48439, Nov. 20, 1990, as amended at 59
FR 63009, Dec. 7, 1994]

§ 872.6570 Impression tube.
(a) Identification. An impression tube

is a device consisting of a hollow cop-
per tube intended to take an impres-
sion of a single tooth. The hollow tube
is filled with impression material. One
end of the tube is sealed with a soft-
ened material, such as wax, the re-
maining end is slipped over the tooth
to make the impression.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is not la-
beled or otherwise represented as ster-
ile, it is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exceptions of § 820.180, with respect
to general requirements concerning

records, and § 820.198, with respect to
complaint files.

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13831, Apr. 5, 1989]

§ 872.6640 Dental operative unit and
accessories.

(a) Identification. A dental operative
unit and accessories is an AC-powered
device that is intended to supply power
to and serve as a base for other dental
devices, such as a dental handpiece, a
dental operating light, an air or water
syringe unit, and oral cavity
evacuator, a suction operative unit,
and other dental devices and acces-
sories. The device may be attached to a
dental chair.

(b) Classification. Class I (general con-
trols). Except for dental operative unit,
accessories are exempt from premarket
notification procedures in subpart E of
part 807 of this chapter subject to
§ 872.9.

[55 FR 48439, Nov. 20, 1990, as amended at 59
FR 63009, Dec. 7, 1994; 65 FR 2315, Jan. 14,
2000]

§ 872.6650 Massaging pick or tip for
oral hygiene.

(a) Identification. A massaging pick or
tip for oral hygiene is a rigid, pointed
device intended to be used manually to
stimulate and massage the gums to
promote good periodontal (gum) condi-
tion.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is not la-
beled or otherwise represented as ster-
ile, it is also exempt from the current
good manufacturing practice regula-
tions in part 820 of this chapter, with
the exceptions of § 820.180, with respect
to general requirements concerning
records, and § 820.198, with respect to
complaint files.

[52 FR 30097, Aug. 12, 1987, as amended at 54
FR 13831, Apr. 5, 1989]

§ 872.6660 Porcelain powder for clin-
ical use.

(a) Identification. Porcelain powder
for clinical use is a device consisting of
a mixture of kaolin, felspar, quartz, or
other substances intended for use in
the production of artificial teeth in
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